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DETAILED ACTION 

This office action is in response to a communication dated 5/6/2009. Claims 19-39 and 
46-47 are pending. 

Election/Restrictions 

1 . Claims 1-18, 40-45, and 48 are withdrawn from further consideration pursuant to 
37 CFR 1 .142(b) as being drawn to a nonelected species, there being no allowable 
generic or Uniting claim. Election was made without traverse in the reply filed on 
5/6/2009. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 19-24, 27-35, 38-39 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bailey et al. ("Bailey" US 6,458,153). 

Bailey discloses a percutaneous heart valve comprising: a valve body 12 ; one 
or more flexible valve elements 26; said valve body tapers from one end to a second 
end such that one end is sized to pass through a valve orifice and a second end being 
sized not to pass through the valve orifice (FIG 1-5, 6, 12, 13-17). The valve body 
comprises a superelastic memory material (Column 5, Lines 33-40). Sub-frame 
members with general deltoids/rhombus shapes with acute angle vertices at said first 
and second ends and obtuse angle vertices between can be appreciated (e.g. members 
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of element 16 and 22). The sub-frame members are joined at the vertices by diagonal 
elements (e.g. members of element 20) which secures the valve elements 26 (FIG 2). 
The prosthesis is a mitral valve prosthesis (Column 9, Line 61, - Column 10, Line 14). 
The sub-frame members are joined at respective oblique-angled vertices (FIG 1). The 
flange elements 22 comprise prongs. An elongate guide element 222 is detachable 
attached to the valve and is capable of extending beyond catheter 210 (Column 13, 
Lines 15-21). 

4. Claims 19-24, 27-28, 30-35, 38 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Seguin (WO 03/003949 translated into US 2005/0043790). 

Sequin discloses a valve body having a valve body first end, a valve body 
second end, a passage; one or more flexible valve elements 4; a plurality of prongs 15; 
wherein said valve body tapers such that one end is sized to pass through an orifice 
and one end sized not to pass. The valve is intended to be delivered via a collapsed 
configuration by a catheter (Paragraph 50) and is intended to be made a superelastic 
material (Paragraph 48). The valve body comprises at least three rhombus-shaped sub- 
frame members (cells comprising elements 10 and 12) and prongs 15. 

5. Claims 19-20, 22-26 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Cribier et aL ("Cribier" US 2003/0014104). 

Cribier discloses a percutaneous heart valve prosthesis comprising: a valve 
body 10 which tapers from one end to the second end to maintain the valve in position 
(Paragraph 41); one or more flexible valve elements 14; the valve body comprises at 
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least three valve body sub-frame members having the shape of a deltoid or rhombus 
and joined at the oblique vertices (FIG 3b). The subframe member further comprise 
collapsible diagonal member 17 extending between said oblique-angled vertices 
secured to said valve elements (Paragraph 93). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 30-38 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Cribier In view of Seguin et al. ("Seguin" US 2004/0093060). 

Cribier discloses all of the claimed limitations except for a plurality of prongs 
spaced. However, Seguin teaches of a similar valve prosthesis comprising a plurality of 
prongs (Paragraph 1 0). It would have been obvious to one of ordinary skill in the art at 
the time of the invention to modify the device of Cribier with prongs in order to ensure 
proper positioning (Paragraph 7). 

8. Claims 46-47 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bailey in view of Goar et al. ("Goar" US 2004/0039442). 

Bailey discloses of the device of Claims 1 9 and 30 and a method of treating a 
failed or failing mitral valve (FIG 12A-B and Column 11, Lines 13-27). In another 
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embodiment, Bailey explicitly discloses advancing the catheter 503 past the valve being 
treated and wedging the valve body into the orfice in order to dilate the valve orfice (FIG 
20 and Column 14, Lines 6-55). The valve body is partially advanced through the 
catheter for deployment prior to the wedging (Column 14, Lines 19-28); however, the 
claim language, as written, does not require that chronological aspect of the sequence. 
It would have been obvious or inherent to advance the catheter into the left atrium while 
treating the mitral valve in order to perform the valvuplasty step. Bailey does not 
explicitly disclose of how the catheter would be positioned in the left atrium. However, 
Gear teaches of a method of accessing the mitral valve through the right and left atrium 
via a trans-septal puncture (FIG 8). It would have been obvious to one of ordinary skill in 
the art at the time of the invention to modify the method of Bailey with the trans-septal 
puncture to facilitate the positioning of the catheter in the left atrium. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARK MASHACK whose telephone number is 
(571)270-3861 . The examiner can normally be reached on Monday-Thursday 9:00am- 
5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 ) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/598,716 Page 6 

Art Unit: 3773 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Mark Mashack/ 
Examiner, Art Unit 3773 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



